
l~~u~usu~~ressive Drugs Subcommittee uf the Antiviral Drugs Advisory 

Committee; Notice of Meeting 

This notice announces a forgoing meeting of a public advisory committee of the Foo 

and Drug Ad~n~stration (FDA). The meeting will be open to the public. 

me of ~~~~~~~ee~ ~~unosuppr~ssiv~ Drugs Subcommittee of the Antiviral Drugs Advisor 

on FDA’s regulator issues. 

ate and Time: The meeting will be held on January 24,2002, from :30 a.m. to 5 p.m* 

Locat-l’on: Holiday Inn, The Ballroams, Two Mu~tgome~ Village Ave., ~aithersburg, MD. 

~~~~~~~: Tara P. Turner, Center for Drug Evaluation and Research (I-%9-2f), Food and Drug 

Adminis~ation, 5600 Fishers Lane (for express delivery 563 Fishers Lane, . 1093), Ro~kvi~~e, 

D 2~~~?~ 3~1-$27-7~~~, e-mail: TurnerT@cder.fda.gov, or FDA Advisory ~o~ttee 

rn ation Line, ~-~~~74~-3~38 (30&-443--05’72 in the Washington, DC’ area), code 12531. 

nformation Line for up-to-date info~ation on this meeting. ’ 

Agen&: The subcommittee will discuss new drug applications (NDAs) 2~-~~3~S~~-~~6 and 

l-004, RAPAM~~ (sirolimus) ora solution and tablets, Wye~-Ayerst Research, 

a wed for prophylaxis of organ rejection in patients receiving renal transplants. As stated in 

the approved 1 efing, it is recommended that RAPAMUPE be used in a regimen with cyclospu~ne 
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corticosteroids. The discussion is for the proposed elim~na~on of ~yc~ospo~~e from 

i unosuppress~ve regimen 2 to 4 months after transplantation under certain conditions. 

Procedure: Interested persons may present data, info~ation~ or views, orally or in w~ting, 

on issues pending before the subcotittee. Written submissions may be made to the contact person 

by ~a~~~ 16, 2002. Oral presentations from the public will be scheduled between approximately 

I p.m. and 2 p.m. Time allotted for each presentation may be limited. Those desiring to make 

formal oral presentatiuns s uuld notify the contact person before January I6,2002, and submit 

a brief statement of the general nature of the evidence or uments they wish to present, the 

names and addresses of proposed pticipants, and an indication of the approximate time requested 

eir presentation. 
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